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DETAILED ACTION 

Information Disclosure Statement 

Applicant sliould note tliat tine large number of references in the attached IDS 
submittals have been considered by the examiner in the same manner as other 
documents in Office search files are considered by the examiner while conducting a 
search of the prior art in a proper field of search. See MPEP 609.05(b). Applicant is 
requested to point out any particular references in the IDS which they believe may be of 
particular relevance to the instant claimed invention in response to this office action. 

Claim Objections 

Claims 71 ,72 are objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. These claims 
depend from a canceled claim. 

Speciflcation 

The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1 .75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: the limitation that the longitudinal support is "on one side of 
a plane bisecting a longitudinal axis of the graft body", was not found in the written 
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disclosure. This is essential to explain the orientation of the plane because a plane can 
bisect another axis in a numerous amount of ways, being perpendicular or at numerous 
different angled bisections etc. 

Also the limitation that the graft body "being free of longitudinal support" was not 
found in the written disclosure. This is essential also because any structure positioned 
along the length of the graft body that is of a more rigid material can be considered as 
support structure, i.e. stent structure. 



Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-6, 10-14, 16-21, 24-29, 42-48, 51-60, 65-67, 71, 72, 75-77, 80-82, 

85-87, 90-92, 95-97, 110-114 are rejected under 35 U.S.C. 112, second paragraph, as 

being indefinite for failing to particularly point out and distinctly claim the subject matter 

which applicant regards as the invention. Claims 1, 16, 18, 20, 25, 28, recite that the 

graft body "being free of longitudinal support on the other side of the plane that bisects 

the longitudinal axis of the graft body that has the longitudinal support member on the 

first side of the plane" is ambiguous. It is not clear how this is possible when the graft 

body has stents positioned along its longitudinal axis and extend around the 

circumference which clearly provide support and thus establish "longitudinal support" 

along the length. The claims do not establish how the bisection occurs or what defines 

"longitudinal support" and therefore is indefinite. 
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Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-5,10,14,18-21,24,25,27,43-45,47,53,65-67,71,72,80-82,85-87,90- 
92,11 0-11 4 are rejected under 35 U.S.C. 103(a) as being unpatentable over Matsutani 
et al. (EP 1 177779) in view of Penn et al. (6183506). Matsutani et al. show (Fig. 1) a 
vascular device with structural framework having at least two pairs of Z-stents having 
linear profiles and a longitudinal support member 3 that is on one side of a plane 
bisecting the longitudinal axis of the device and the other side of the plane is free of the 
"longitudinal support" as best understood. Matsutani et al. also disclose the stent 
framework has a graft thereon, paragraph 28. However, Matsutani et al. does not 
disclose the longitudinal support member being "substantially reverse-mirror 
symmetrical" with respect to the longitudinal axis. Penn et al. teach (Fig. 4) that a stent 
support member 370 can be preformed as a"substantially reverse-mirror symmetrical" 
or S-shape member and such curving imparts greater flexibility, col. 4, lines 2-7. It 
would have been obvious to one of ordinary skill in the art to use a curved or 
"substantially reverse-mirror symmetrical" longitudinal support member as taught by 
Penn et al. in the stent graft of Matsutani et al. such that it permits proper bending and 
flexibility to shorten without kinking. With respect to claim 2, Matsutani et al. disclose the 
longitudinal support member is nitinol, paragraph 41 . Regarding claims 4,5,1 1 1 it can be 
construed the support member taught by Penn is a "partial" helical shape and 
"substantially" asymptotic. With respect to claim 14, it can be seen the support member 
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is sliorter than the structural framework, Figs. 1,5. Regarding claim 21, Penn et al. teach 
that a longitudinal support member need not extend beyond the Z-stents but can be 
attached to their apices, thus, it would have been obvious to one of ordinary skill in the 
art to have the support member of Matsutani connected entirely between inner stents. 
I.e. at the apices as taught by Penn et al. to thus impart greater flexibility. Regarding 
claims 47,53,55,57 Matsutani disclose the graft body having a diameter as large as the 
diameter of the vessel to be implanted, paragraph 36. With respect to claims 
67,72,82,87,92 Matsutani show (Fig. 6) the stents have a circular cross-sectional shape. 
Regarding claims 112-114, It would have been obvious to one of ordinary skill in the art 
at the time the invention was made to use a graft having a length of about 20cm long or 
about 9cm long and the degrees of the orientation of proximal and distal portions of the 
longitudinal support member having a range between 80-1 10 degrees or 30-60 degrees 
respectively, since It has been held that where the general conditions of a claim are 
disclosed In the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In re Aller, 105 USPQ 233. With respect to claim 18, it is noted 
Matsutani et al. disclose the stent graft can use one longitudinal support member, 
paragraph 41 and Is shown (Fig. 1 ) to only extend to the proximal end of a stent at one 
end and not Its distal end, thus is shorter than the distance between the separation of 
the distal ends of stents from one another. Thus, It forms a gimbal at least one end. 

Claims 6, 26,28,29,46,59,95-97 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Matsutani et al. (EP 1 177779) in view of Penn et al. '506 as applied 
to claim 1 above, and further in view of Robinson et al. (WO 98/23242). Matsutani et al. 
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as modified by Penn et al. is explained supra. However, Matsutani in view of Penn do 
not explicitly state the longitudinal support member is independent of the structural 
framework. Robinson teaches the longitudinal support members can be connected to 
the graft via sutures and thus is not a permanent affixation to the structural framework 
and therefore can be interpreted as independent from the framework, page 14, line 12. 
It would have been obvious to one of ordinary skill in the art to use the longitudinal 
support member free from the framework as taught by Robinson et al. with the stent 
graft of Matsutani et al. as modified by Penn et al. such that it permits the graft body to 
freely conform to the curvature of the vessel. 

Claims 11-13, are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Matsutani et al. (EP 1 177779) in view of Penn et al. '506 as applied to claim 1 above, 
and further in view of Bolea et al. (6821291). Matsutani as modified with Penn et al. is 
explained supra. However, Matsutani et al. in view of Penn et al. fail to disclose the 
longitudinal member has looped or rounded ends at the extremities. Bolea et al. teach 
(Fig. 22) a stent with a wire member having looped extremities 184. Bolea et al. also 
teach that the loops enable an end to be collapsed to remove the stent device, col. 10, 
lines 31-36. It would have been obvious to one of ordinary skill in the art to use looped 
ends on a longitudinal wire support member as taught by Bolea et al. and incorporate 
into the stent graft of Matsutani et al. as modified by Penn et al. to provide the ability to 
remove the prosthesis if necessary. 

Claims 16,17,42,51,75-77 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Matsutani et al. (EP 1 177779) in view of Penn et al. '506 and 
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Robinson et al. (WO 98/23242) and Bolea et al. (6821291). Matsutani as modified with 
Penn et al. is explained supra. However, Matsutani et al. in view of Penn et al. fail to 
disclose the longitudinal member is connected independent of the structural framework 
or has a longitudinal extremity curved back upon itself. Robinson et al. is explained 
above regarding the longitudinal support member being attached to the graft 
independent of the structural framework. Bolea et al. teach (Fig. 22) a stent with a wire 
member having looped extremities 184. Bolea et al. also teach that the loops enable an 
end to be collapsed to remove the stent device, col. 10, lines 31-36. It would have been 
obvious to one of ordinary skill in the art to independently attach the longitudinal 
member as taught by Robinson for the ability to have the graft conform better to the 
vessel contour and use looped ends on a longitudinal wire support member as taught by 
Bolea et al. and incorporate into the stent graft of Matsutani et al. as modified by Penn 
et al. to provide the ability to remove the prosthesis if necessary. 

Claims 48,54,56,58 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Matsutani et al. (EP 1 177779) in view of Penn et al. '506 as applied to claims 
1,18,20,25 above, and further in view of Hartley et al. (6524335). Matsutani in view of 
Penn is explained supra. However, Matsutani as modified with Penn fail to disclose a 
distal most stent with one more apex more than another of stents. Hartley et al. teach 
(Fig. 2) a stent graft with a distal stent 1 having an apex more than another of the 
stents. It would have been obvious to one of ordinary skill in the art to use stents with at 
least one more apex than other stents to better anchor in the vessel as taught by 
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Hartley et al. and incorporate into the stent graft of Matsutani et al. as modified with 
Penn et al. to improve the seal of the graft against the vessel wall. 

Claim 60 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Matsutani et al. (EP 1 177779) in view of Penn et al. '506 and Robinson et al. (WO 
98/23242) as applied to claim 28, above, and further in view of Hartley et al. (6524335). 
Matsutani in view of Penn and Robinson is explained supra. However, Matsutani as 
modified with Penn and Robinson fail to disclose a distal most stent with one more apex 
more than another of stents. Hartley et al. teach (Fig. 2) a stent graft with a distal stent 1 
having an apex more than another of the stents. It would have been obvious to one of 
ordinary skill in the art to use stents with at least one more apex than other stents to 
better anchor in the vessel as taught by Hartley et al. and incorporate into the stent graft 
of Matsutani et al. as modified with Penn et al. and Robinson to improve the seal of the 
graft against the vessel wall. 

Claim 52 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Matsutani et al. (EP 1 177779) in view of Penn et al. '506 and Robinson et al. (WO 
98/23242) and Bolea et al. '291 as applied to claim 16, above, and further in view of 
Hartley et al. (6524335). Matsutani in view of Penn and Robinson and Bolea is 
explained supra. However, Matsutani as modified with Penn and Robinson and Bolea 
fail to disclose a distal most stent with one more apex more than another of stents. 
Hartley et al. teach (Fig. 2) a stent graft with a distal stent 1 having an apex more than 
another of the stents. It would have been obvious to one of ordinary skill in the art to use 
stents with at least one more apex than other stents to better anchor in the vessel as 
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taught by Hartley et al. and incorporate into the stent graft of Matsutani et al. as 
modified with Penn et al. and Robinson and Bolea to improve the seal of the graft 
against the vessel wall. 

Response to Arguments 

Applicant's arguments with respect to claims 1,16,18,20,25,28 have been 
considered but are moot in view of the new ground(s) of rejection. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from tine 
examiner should be directed to Brian E. Pellegrino whose telephone number is 571- 

272- 4756. The examiner can normally be reached on M- F (7am-5:30pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

TO 3700 

/Brian E Pellegrino/ 

Primary Examiner, Art Unit 3738 



